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DETAILED ACTION 
Response to Amendment 

1 . This action is in response to the amendment filed on April 5, 2010. Claims 1,16, 
and 18-19 have been amended and claim 17 has been cancelled. Claim 16 has been 
amended to overcome the objection made in the previous office action; therefore, the 
claim objection has been withdrawn. A new set of drawings has been filed to overcome 
the objection to the drawings; therefore, the drawings objection has been withdrawn. 

Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth In section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

3. Claims 1-3, 5- 6, 11, 14-16, 18-21, and 25 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over McClellan et al. (US Pat. No. 6,736,822 B2) in view of 
Griego et al. (US Pub. No. 2002/0095168 Al). 

4. Regarding claims 1 and 18-21, McClellan et al. discloses a kit capable of 
performing an inversion of a tubular anatomical structure (column 2, lines 9-13), said kit 
comprising: a tube 21 (Fig. 1 1) extending between a proximal end and a distal end 40 
(Fig. 1 1 ), said tube 21 defining at least one inner channel (Fig. 1 1 ), said distal end 40 
being adapted to be inserted into a vessel of a patient (in this case a fallopian tube, 
however, this prior art may be used in other tubular anatomical structures - abstract), an 
elongated flexible element 44 (Fig. 1 1) extending between a proximal end and a distal 
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end 43 (Fig. 11) said elongated flexible element 44 being adapted for passing through 
said inner channel (passes through tube 21 ; Fig. 1 1 ), means 51 (Fig. 1 1 ) disposed near 
said distal end 43 of said elongated flexible element 44 (Fig. 12) for anchoring said 
distal end of said elongated flexible element 44 to at least one of said interior walls of 
the tubular anatomical structure (column 8, lines 15-26) when said distal end 43 is 
disposed within the central lumen of the tubular structure 30 (Fig. 11), such that pulling 
said elongated flexible element 44 backward provides force for inverting said structure 
(Figs. 11-13); and means 40, 41 for providing counterforce against said anatomical 
structure base 31 (Fig. 1 1) is adapted for being advanced over said elongated flexible 
element 44 toward said structure base 31 and engaging with said structure base 31 
(Figs. 11-13; column 7, line 45 - column 8, line 48). McClellan fails to teach a cutting 
device for enlarging an orifice of said central lumen of said appendix; wherein said 
cutting device comprises a sphincterotome; wherein said cutting device comprises a 
needle knife; wherein said cutting means comprises an elongated wire forming a wire 
loop at a distal end, said wire being electrically conductive. 

However, Griego et al. teaches an endoscopic catheter (Fig. 1) comprising a 
distal ly located tissue cutting device wherein the cutting device may be a 
sphincterotome, a papillotome (wire loop), or a needle knife and the cutting device may 
operate in response to energy from an rf heating source (paragraph [0016]; electrically 
conductive - papillotome), in order to cut anatomical tissue that is to be treated 
endoscopically (paragraph [0019]). 
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The use of McClellan's surgical device (wliicli can be used with other tubular 
anatomical structures - abstract) for performing an appendectomie is considered proper 
and is common in the art of similar surgical devices, such as the device taught by 
McGuckin, Jr. (US Pat. No. 5,868,760). McGuckin, Jr. teaches an apparatus that is in 
one case used for Fallopian tubes sterilization while also having applicability to 
performing appendectomies where cutting is implemented (column 9, lines 28-40). The 
addition of the cutting element, as taught by Griego et al., to the device of McClellan 
would not teach away from the device's intended use since the device is not only used 
in Fallopian tubes but is also used in other anatomical structures. 

Furthermore, it has been held that a recitation with respect to the manner in 
which a claimed apparatus is intended to be employed does not differentiate the 
claimed apparatus from a prior art apparatus satisfying the claimed structural limitations. 
Ex parte Masham, 2 USPQ2d 1647 (1987). 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to modify McClellan et al.'s device to include a cutting 
device for enlarging an orifice of said central lumen of said appendix; wherein said 
cutting device comprises a sphincterotome; wherein said cutting device comprises a 
needle knife; wherein said cutting means comprises an elongated wire forming a wire 
loop at a distal end, said wire being electrically conductive, as suggested and taught by 
Griego et al., for the purpose of cutting anatomical tissue that is to be treated 
endoscopically. 



Application/Control Number: 10/549,599 Page 5 

Art Unit: 3731 

5. Regarding claims 2-3, 5-6, 11, 14-16, and 25, McClellan et al. further discloses 
wherein said elongated flexible element 44 is an elongated flexible catheter (column 5, 
lines 53-56); further comprising a guiding means for guiding said distal end 43 of said 
elongated flexible element 44 into said central lumen 30 of said tubular structure 
(column 7, lines 63-67); wherein said means (balloon 51) disposed at said distal end 43 
of said elongated flexible element 44 comprises at least one balloon 51 attached to said 
distal end 43 of said elongated flexible element 44 (column 8, lines 15-26), and wherein 
said elongated flexible element 44 defines a first inner channel 50 (Fig. 1 1) in 
connection with an interior area 52 of at least one balloon 51 for inflating and deflating 
said at least one balloon 51 (Figs. 11-13; column 8, lines 15-37); wherein said at least 
one balloon 51 has an outer surface carrying a skid resistant structure 54a, 54b, etc. 
(barbs - column 8, lines 19-31); wherein said means 40, 41 for providing counterforce 
comprises an elongated flexible tubular element 40 (Fig. 4) extending between a 
proximal end and a distal end, said tubular element 40 defining at least one inner 
channel 45 (Figs. 4-5), said at least one inner channel 45 comprising a first inner 
channel 45 (capable of receiving a scope - receives catheter 44, and is capable of 
receiving a scope; Fig. 3); further comprising a ligating means 41 (Figs. 3 and 11-13) 
being positionable near said tubular structure base 31 for ligating said structure when 
inverted (Figs. 12-13; column 4, lines 17-36); wherein said ligating means 41 comprises 
a loop at a distal end 40 (column 4, lines 25-26); wherein said loop 41 is detachable 
(column 8, lines 38-48); and wherein said means 40, 41 for providing counterforce 
against the base 31 of the structure comprises a ring 41 ("loop" - column 4, lines 25- 
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26), wherein said ring 41 is adapted for being advanced over said elongated flexible 
element 44 toward said base 31 and engaging with said base 31 (Figs. 11-13; column 
8, lines 38-48). 

6. Claims 4 and 10 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over McClellan et al. (US Pat. No. 6,736,822 B2) in view of Griego et al. (US Pub. 
No. 2002/0095168 Al) further in view of Trauthen et al. (US Pat. No. 5,263,928). 

7. Regarding claims 4 and 10, McClellan et al. as modified above with Griego et al 
suggests the limitations of claims 1 and 3 above, but does not teach the guiding means 
having a wire guide, and wherein said elongated flexible element is a catheter disposed 
over said wire guide; further comprising a catheter being positionable within an inner 
channel of a colonoscope for irrigating said central lumen of said appendix. 

However, Trauthen et al. teaches a catheter 20 (Fig. 1) and endoscope 26 (Fig. 
1 ) assembly comprising a guiding means consisting of a wire guide 82 (Fig. 1 ), wherein 
said wire guide 82 is disposed within said catheter 20 (at distal tip 30; Fig. 1 ; column 3, 
lines 24-54), and wherein the catheter 20 is capable of irrigation (via bundle 24 and 
irrigation duct 46 - column 4, lines 55-59; Fig. 1), in order to observe, diagnose, and 
treat body cavities (column 1, lines 7-14). 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to further modify McClellan et al.'s device such that said 
guiding means comprises a wire guide, and wherein said elongated flexible element is a 
catheter disposed over said wire guide; further comprising a catheter being positionable 
within an inner channel of a colonoscope for irrigating said central lumen of said 
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appendix, as suggested and tauglit by Trautlien et al., for tine purpose of observing, 
diagnosing, and treating body cavities. 

8. Claims 7- 8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
McClellan et al. (US Pat. No. 6,736,822 B2) in view of Griego et al. (US Pub. No. 
2002/0095168 Al) further in view of Slepian (US Pat. No. 5,328,471). 

9. Regarding claims 7-8, McClellan et al and Greigo et al combination fail to teach 
the elongated flexible element (catheter) defines a second inner channel, said second 
inner channel having at least one distal opening at the distal end of the elongated 
element; wherein said at least one balloon comprises a plurality of balloons connect by 
said first inner channel, and wherein said elongated flexible element defines a second 
inner channel which includes at least one opening located between any two adjacent 
balloons. 

However, Slepian teaches a balloon catheter assembly 100 (elongated flexible 
element; Fig. 1b) comprising a first inner channel 152 (Fig. lb) and a second inner 
channel 156 (Fig. 1b), a plurality of balloons 150, 151 (Fig. lb) connected by said first 
inner channel 152 and wherein the second inner channel 156 includes at least one 
opening located between any two adjacent balloons 150, 151 (Fig. 1b), in order to 
deliver a therapeutic agent through the opening to the procedure site (column 5, lines 
39-43). 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to further modify McClellan et al.'s device to include a 
second inner channel, said second inner channel having at least one distal opening at 
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the distal end of tine elongated element; wherein said at least one balloon comprises a 
plurality of balloons connect by said first inner channel, and wherein said elongated 
flexible element defines a second inner channel which includes at least one opening 
located between any two adjacent balloons, as suggested and taught by Slepian, for the 
purpose of delivering a therapeutic agent through the opening to the procedure site. 

10. Claims 9, 13, and 24 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over McClellan et al. (US Pat. No. 6,736,822 B2) in view of Griego et 
al. (US Pub. No. 2002/0095168 Al) further in view of Frassica et al. (US Pat. No. 
5,483,951). 

1 1 . Regarding claims 9, 13, and 24, McClellan et al. as modified discloses all 
claimed elements except for wherein said first inner channel is coated with a lubricious 
material; and further comprising a colonoscope. 

However, Frassica et al. teaches an endoscope assembly (colonoscope - column 
1 , lines 1 1-20) comprising a suction channel with a lubricious inner tube forming a 
lubricious inner lumen (abstract), in order to provide an anti-friction surface for the air 
and water to pass through (column 9, lines 28-33). 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to further modify McClellan et al.'s device such that the 
first inner channel is coated with a lubricious material, as suggested and taught by 
Frassica et al., for the purpose of providing an anti-friction surface for the air and water 
to pass through. 
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12. Claim 12 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
McClellan et al. (US Pat. No. 6,736,822 B2) in view of Griego et al. (US Pub. No. 
2002/0095168 Al) further in view of Altman et al. (US Pat. No. 4,464,175). 

13. Regarding claim 12, McClellan et al and Griego et al combination fail to disclose 
the tubular element further comprises a circular seal disposed within said first inner 
channel at or near said proximal end of said tubular element, and wherein when a 
colonoscope is disposed within said first inner channel, said circular seal engages with 
said colonoscope and seals a region between said colonoscope and said tubular 
element. 

However, Altman et al. teaches a surgical device comprising an outer tube 30 
(Fig. 1 ) wherein the outer tube 30 has a circular diaphragm 25 (Fig. 1 ) mounted on a 
cap 22 to provide a seal, wherein the diaphragm has a small opening permitting the 
passage of an endoscope (column 3, lines 40-48), in order to preserving an air-tight 
system (column 3, lines 46-48). 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to further modify McClellan et al.'s device such that said 
tubular element further comprises a circular seal disposed within said first inner channel 
at or near said proximal end of said tubular element, and wherein when a colonoscope 
is disposed within said first inner channel, said circular seal engages with said 
colonoscope and seals a region between said colonoscope and said tubular element, as 
suggested and taught by Altman et al., for the purpose of preserving an air-tight system. 
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14. Claims 22-23 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over McClellan et al. (US Pat. No. 6,736,822 B2) in view of Griego et al. (US Pub. 
No. 2002/0095168 Al) further in view of Redha (US Pat. No. 5,282,813). 

15. Regarding claims 22-23, McClellan et al. as modified discloses all claimed 
elements except for wherein said means disposed at said distal end of said elongated 
flexible element for anchoring comprises at least one flap disposed at said distal end, 
said at least one flap being adjustable between a closed and an open position; wherein 
said elongated element comphses a catheter defining a central lumen and an inner 
elongated element slidingly received within said central lumen, said inner elongated 
element defining at least one depression, and wherein said at least one flap comprises 
a knob extending into said central lumen, said depression engaging with said knob, 
wherein said at least one flap are adjusted between said closed position and said 
opened position by operating said inner elongated element. 

However, Redha teaches an apparatus delivered and retrieved with a catheter 
(column 7, lines 37-45) comprising at least one flap 13, 33 (Fig. 2) wherein the flap 13, 
33 is adjustable between a closed and opened position (Fig. 1 to Fig. 2) further 
comprising an inner elongated element 14 (Fig. 1) slidingly received within a central 
lumen of the device, said inner elongated element 14 defining at least one depression 
1 1 (depression lies where element 24 of structure 1 1 hits; Fig. 1), and wherein said at 
least one flap 13, 33 comprises a knob (notch on flaps 13, 33 - Fig. 2) extending into 
said lumen, said depression 11, 24 engaging with said knob (Fig. 2), wherein said at 
least one flap 13, 33 are adjusted between said closed and open position by operating 
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said inner elongated element 14 (Fig. 1 to Fig. 2; column 5, line 58 - column 6, line 7), 
in order to expand the flaps of the assembly during a surgical procedure (column 6, 
lines 3-7). 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to further modify McClellan et al.'s device such that said 
means disposed at said distal end of said elongated flexible element for anchoring 
comprises at least one flap disposed at said distal end, said at least one flap being 
adjustable between a closed and an open position; wherein said elongated element 
comprises a catheter defining a central lumen and an inner elongated element slidingly 
received within said central lumen, said inner elongated element defining at least one 
depression, and wherein said at least one flap comprises a knob extending into said 
central lumen, said depression engaging with said knob, wherein said at least one flap 
are adjusted between said closed position and said opened position by operating said 
inner elongated element, as suggested and taught by Redha, for the purpose of 
expanding the flaps of the assembly during a surgical procedure. 

Response to Arguments 
16. Applicant's arguments filed April 5, 2010 have been fully considered but they are 
not persuasive. 

Examiner disagrees with the applicant that the combination of the cutting device 
as taught by Griego and the device as taught by McClellan would ruin the intended use 
of McClellan's device. As addressed above in the rejection, examiner would like to point 
out that it has been held that a recitation with respect to the manner in which a claimed 
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apparatus is intended to be employed does not differentiate tine claimed apparatus from 
a prior art apparatus satisfying the claimed structural limitations. Ex parte Masham, 2 
USPQ2d 1647 (1987). Furthermore, McClellan et al. do not limit the use of their device 
to merely Fallopian tubes; as stated in the abstract, the device can be used in other 
tubular anatomical structures. 

McGuckin, Jr. (US Pat. No. 5,868,760) teaches a surgical device that can be 
used in Fallopian tubes for sterilization, while also having applicability to invert an 
appendix and cut the tissue therein. Examiner believes that this reference along with 
the intended use clause, it would be proper to add the cutting element to McClellan's kit 
in order to cut the anatomical tissue when used in other procedures besides the 
explicitly disclosed Fallopian tube sterilization. 

Conclusion 

17. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 



Application/Control Number: 10/549,599 Page 13 

Art Unit: 3731 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ASHLEY CRONIN whose telephone number is 
(571)270-7899. The examiner can normally be reached on monday-friday, 8am-5pm 
est. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on (571)272-4963. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more Information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Ik. C.I 

Examiner, Art Unit 3731 
June 18, 2010 

/Gary Jackson/ 
Supervisory Patent Examiner 
TC 3700 
June 20, 2010 



